
Stuart M. Pape 
Patton Boggs LLP 
2550 M street, NW 
Washington, DC 20037 

Re: Do No. 2~~P-~223/CP~ 

Dear Mr. Pape: : 

This letter is in response to 
AdrxxEstmtion (FDA) undei Title 2% oftbe Code ns (CFR) 10.3Q@), 
on behalf of General ,&4i&~Xnc., a5 for ‘“exceIlent 
source,” “good sourc&“‘and “‘mad& content of 
foods, FDA filed thq petitioa on May 11 e d&&ions 
&otxld be pro&gat& under ,&e 4 ‘s authority in swtion.s 2Ol~n), 403@) %d 701(a) 
of the Federal Food, Bugs and Cosmetic ,A& (the a&) to p~~~~~~~~ and mihtding food 
labeling statAmen& I& accordance with 21 CFR ~~~3~e~3~, this letter is to advise you that 
FDA is denying your p@ition. 

The petition states that the d&xxiptorz+for whole gr&, Le,, ~~~~~~t:~o~ce~ ‘“good 
source,” and ‘knadr; wiw are n&bier m@ient content ww b~~.ol~~. In addition, the 

* ” is 8 ~bs~~e and n&t a broad Steven of food. Further, 

a whole grain content .and uses ‘Bber as ,a s~&gai% I&&& forfor: 
whether the product &eets the ~~~~t~ ieve& of whole; * 
#.I the petition lists the: 
ofwhale grain souro& 

escriptor. A table .’ 

preval&t in the U&e&States diet. ‘Thr: r&xtRing fiber e~ntetit @ ,JIS~ y a marker for whole 
@rain blends is 11.1 g qf fi~e~~~go~who~~ grain bkxxi. 

’ Your petition raises a qu+ztioD for the, age&y about, 
considered a tbo 
a qW@ioxl in the 

\ (668 FR 66040, November 25,2 
among other thipgs, osx,di&ary 
wheeer the statem&& “D ~~~~~.-.~~~~~ 
total fat, saturated fat, and ~~ol~~ro~ majr help n@xx th&@k &f&x-6 disease and certain 
cancers” properly refe@ to ,,a sass dr a abroad #ego&y of food.’ Commeuts rec&ed 

’ The petition states &at “‘excellent sowr~e~* ofwh&o grain requires 15 
source” requires 8-15 g per label*d se&i& and “&de yith’” requifes 

labeled &ving, !+g+d . 
’ This stst~mnt is used as a health claky on food labels and was sub ~~~~~U~ Mi%, 
Inc. in‘the context of a he&h ola!m notGk&o~ @&&on 403frx3)(C) of the act @E USC. 343~r)~3~~)). 
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on the QHC ANPRM voiced di~~g &z&idns on this issue that we ne&d to further 
consider. 

The agency has considered certairz statements ~out,~~i~ grains, such as “excellent source 
of whole grains,” Bs: ~pl~~-nu~~t ‘content &Gms about fiber. ‘In the final rule published 
on January 6,1993, for nu~~nt ~~ent~l~~ (5s FR 2302 at 23743 PDA stated that: 

[TJhe agency~ considers that a claim that a p,~u~t $s made with or 
otherwise @hns a wholo grain a bran, or an 
as soluble fiber), ~p~~,~ the product is 

% of dietary t?ber (such 
bfwal dietary 

fiber. Such a ckim would therefore be Uris 
contain s&cie& fiber d~v~“~~gely 
such that the,prodrkt met the dekition fer ’ 
However, a claim naming these 
or a synonym thereof would .be mrs 
dietary fiber.” 

if the prodqct did not 
ei ofcfiber mentioned 

. 

~Moreover, the usedfeert such as “excellent source’” “‘good suurw: in 
conjunction with ‘khole qly resemble ~~~~t cant lakns. Based on what 
we stated about whole grains as ~-~~~ claim about ~~~~~ the 1993 nutrient content 
claim final rule; the use ofs;rrcljl terms with whole * .would be ~~~d~~ to be implied 
nutrient content &rims abo “TBxwllent same” and ‘“good 
‘source’” have @n defined ave ~~~tabli~~ reference daily 
intake (RIB) or daily keferenoe valug: @IN) in nutrient inter ckims 
(21 CPR, 101.54). Th&e jis no RN or DRV for whok 

Questi& iibO’ii;t how to c&s@ label s~tern~~~ e.g.,:515 dietsry guidance, nutrient 
content claims or health cllrifss silent r~~a~~ ~p~~~~~ not only for . :whole grains but also $or other in the diet that ma-9 be s~~~~y situated. The agency 
believes that a de&ion related totherX elassifieation ofcertain label st~~~~, such as . 
those statements you request in y~~.p~~tio~ needs to include ~~~d~~~on of scientific 
evidence that. more than their 
fiber conter# 

. classifkation of whole grams sis a food category or ~~~~~., 
that a decision should $nclude a bmador context of s~~ern~~~ 
whole grains, and should< inolqde 
needs to decide the appropriate o? 
whether to publish a proposed rule fur such statementq under its ~~0~~ m sections 
201(n), 403(a) and 701(a) of the act or some other a~~o~~,.~t.i~ denying your request. 

Although FDA is denykrg your petition, the agency .~~~~~~~~s the nq+ for &ion on 
this topic. The recorm$endationsfrom the recent ‘Dietary ~~de~~s for Americans” 2005 
demonstrate that consumers can bene& km in&eased bf whole grains. We 

3 See Dietaty Guidel&+~o~Am~c~~~ 2005. 



Therefore, BS discussed above, be~mse there are 
resolve related to tbtz ~i~s~~~tio~ 
whole grains, the ag@cy is deny&$ yaw @e&ion. 

I .: 


